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2 3TOT, 2005 

S2i(3r)- 3Tt^ 1945 ^ sflT ^ 

rHHfHfelrl yiT^, ^BTW, 3Tr^ d^41ch! ^ ^ 4^ % 

^ aif^rwT, 1940 (1940 ^ 23) ^ ^trt 12 ^ ^rt 33 ^ 

^rT -^4^ ^ ^RTtn f:{ RRHT wft 1 ^ 3T4?dT^JRR ^ ^ ^ 

^T^rI % ^ WRRT I, y^P#TrT IW ^^TTcTT t 'rffT ^ ^ 

t RT 3R ^ 3R TRTO ^ i^RU^ 3 #RJtHT TOlfw 

^ ^frft t, ^RRfT ^ 4RT t, 3TRi^ 4^ RRlf^ R7 RT % RRT9W 

f^nrf^RTT^RTRnT; 

^ RR^ % R f^ ^ TOR TTOfTO 3rfr -UHlRi R RTO TOT ^ 

v3Tr-#4i RT ^^ | oll RT TRTO ^ RTO (4RT.), ?RR^ SfR RRRR TOTOT 

TORTR, TOR fRR.K, ITRR, Rt 11001 1 RTl TO ^ RTO ! 


TrrFRfTOR 

1. (1) ^lTOflR^^gt^T^3MR3ffTTOTOTOTri^(^^ 

(2) ^ TORR Rtf^TR RRTOR % TO ^ TO TO! 

2. 3tWt ^ RTOR TORTl fRRR, 1945 4, ^ 1 ^R^ rdniTOfl 

TORl amiRj- 
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! (ft^85-:s-(2)^) 


1 . 


tor % ^ ^ ^TOil#, f?r, ^ Rft, 

pi^n?=ITRTWRqf^^^R^TOR^f^qt3RT^%ifRihR##tl W 
pM ?n5R ^ frsjcT ^ Rife ^T^TO?fiH cri 4 PpsqiaR ^ 


5Htor^Mrr 

’^"^^5i%rTR^RiTn^TRT^iRiRftR#R%^%;nR^aRir% 

Wl< qqi< RRiai '>)ll''lt 3<tT31Ic|ftlR;^^TOli^3imift| 


■ ^ ^ 3fNM % fsrf^ % fira ijt 3RR 

, »t^Ra^l>IR#f^RTTnTT| 3T=^^gf^,Rfa3TO^^^,3437ga^4,jS^ 

WRRq?W^RTRTOttl TOsft 7 RrM, ^fro ^?IrM IrR^ 

J ^ 4 RSIRTT % a^ 3^ ^ ^ ^ ^ ^ 

i 3da ^ Rt 3aR?TO ». TOfar 3mFr % faa^ 

j ■H*ilMd f5|fRaf,a^%^RsnR^f^3^[7aRT, 

^ mCT^lsdl5d^a^^#tfe^«paT3RRR^%#TO/3mR>t^R^ 


(R7) F^,^T^^3ftTRmR?Raw3i^^fe,aanTO^^^ 

^sa^aiTO ^1 ^ 3,^^ ^ 7)Rinj#T, RIRTJffRIrt cRIT RI^ Tm RniMt ^ 

^cK^arfRa^f^aa^i ^ait^,aftmf, 

^ ^ ^ 3^7 aa^ Ram 1 ^ ^ Rri^ 3 ;# % 

3’fR^ rr^ ^ ^ I 

2^-3ftRf^%^Pwk4a^R^ 

2r!L!! ^ ^ ^ ^ ^ ^ ^ ^ ^ ^ Tiro 


W 3f|(i^^fHasM-a%:;R,^,a>i#iRrRar3ian#ia>3iaf^ajtRRftfR^lRajR 

^ %i fe a^ ^ ^ 1 ^ ^ ^ ^ ^ 




[^ •rr 11 — 73 T>g 3 (i)] 




3 


MifeRH ^t, rfl#ferr^3TTT^ mi yw^ftMdHferr^ 

^TOT ^r ^3^ ^ MitAnl % H ^ I 

(^t) wm^ 1948 (1948 ^ 63) 

(^) RlfarH i 3M^ % ^ ^Mfer ^ ^ ^ oqfei^l 

^TrFtfT '^TFrftRTf % '51^^, rWT 3f|ti(%fi|) ^ clqfciM 3nf^ ^ 

^ % wr mr 3T!^riW ^ ^ f^r^oHi ^ifiOT ferr ^sin^, ri^q^M 

rWTW^ 37ft(A<al ^ 'nil'll I 

(^) T[T8TT^iq; Mi^Inq) fqf^rdl TOR ^Rlt ^^ 4 ^ 

3^ ^ r^rcf^oHl 3trT^ ^ ^4#[rT WT 3^^rf?mTORf^^lTTO^ ^ 

3TT^?TO#I ^7^ 

37fi^ Ir^TTO‘HTOT fTff ^ 3TO^ ^RTIT TiTll^ I 

(0) ^BFf ^ 37^qmf ^ 3^dc^fHd ^ ^ 3^ mRumh ^Sq^^rTcTT % 3T5?3R to} 

^ TOi wft 1 ^ to} WTTO7T }^r^, ^ ^ 3^ ^ ^ %777T 37^ mr 

^7^^TOWTTf37T^?7fTO?T^^ I 

(^) 31Tm^T77^* ^ ^ 3TO^, cRTT ^Ito ^ l ^fll^l ^ wfRT % #TcT 

^ TO^rf} #T # ?JcRftrT % 1^, 37^1^ % }^TOR7^, ^ 

?Tfe to} ^ ^ TOT ^ TTl^ ftr 37rT^f^ to} ^ RT fsr^ |tT, TO ^ ^ 

371TOrTOT "STO^ "STO^ TOIxr TOt^ I MK^iq? 37T^7T^ 3}k tiq^'^il 

yi} ^ % fro ^ "^TT^ ^ TOT^ yy wih }^ TO7T t, TO 371^1^ TOT ^TTO^ff ^ ^ 

TTTRfyyl % ^7^ F3TTT ^ % Ito yi^ M^ifffech 371 ^^ 

TTfro <yTyR^ 37TOtf^TOTO#f yT#^37}y^'H^feyR^y^TOTTOT^f yyy^ 
fexT '^T ■77%yT I y^yff ?ftw yy 37TyR tottIr yy ?}yr 1 y^y^ TOTry 3flT y}^ yy ttto 

f^-yeyytyy^TT^^TfTO 37fyT7^3TTOtTOyyR^#yTy7q3#^77#yyT37^TOT?^ 
yyiy77yR^^7Fh7TTOyTcyTy#i 377yH tot^ 3 ^^fro tttto 37 ^^ 
y^'yT}77OTyy7W}i ty^,yfyTOfl7^7}TOTf3Tr#cTtyTft,7|%T37Tfy7}5M^^ 

%^(37Ti^)%fTO^3yRftyyTO^?M3^ 
iJMlcK7V37Tyi^ TO^y yy y^ TOnr i %^(37Ti^)%^TOfey7yTyyyyytny 
TO I % TO TjTO TO ^ % TO ^) ^ ^ ^ TOfeyr ylro ^ 

TOTOTy^^^7#yi}i 


2 TOy ai^lT■3M■4y)l: 2{l)TO7TO,'7m^r^vHI^H 3jd<=(idd rsbyiy^HIMlyy yffh 3ftT 

I 3Mw1yy^#T7}TOTfef^TOyrfe^iHiiTyl'yyTOTyTO^gyR 
^ 3 ftT chlfHchl y^ 3 TrHyr^d yfy yrl flyy ^ 77 #n ^ TdiMm 37^^} ^ fc^rnyryd 
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^ ^ ^ 3T^T^ ^ ^W] A ^ ^ ^ I ^ oqQdi|d 

3# ?ftwPT % oq^rm aftr ^f#i^ % fm ^ i ^ 

3q^qH^l4TSIT^I 

W^^f^Frt 3RT ^^ ^^TTTT^JTJTTTt i 

3ftT^lRTI^3T^^?TTlT^qTt^ f'^irHHliJI ^ ch|ftc+)l 

^ife^^F^lfH'Hi'Ji ^rdfcife ^ TT^ # ^ ^ 
PclfHHiui^aTJ^^Ffej^, ?JRqR, xl^, ^^vcRT 

I wi 3fkT^^dl % 

^ sif^JicT T^TW, Tm, rf?TT TfolT ^ 3fk cT?TT WlfW ^ 

Rlf^, rf?TT ni^TWT ^ t I % WwW ^ TW ^ felTOTRf ^ 

^ 3TqHFTT ^WTTI ^ T^rfilrf M ^ Wf ^ ^ tMWT 

r?*^<4icbcim 4 ^iiiiftci H^ferr^rrqnr i affr OT#r?ff % vTaTiiTc^ % fkq Bftfr 

^srnt^i Bqr^3^qq^yuiiHl%^^^ f^feHi-4 feir^ 

^ fell ^TTW! 3^tT ^ Wl^lvrii ^ tT#>, % T'^HId % tTFT^ 

3ffTTr^T5IPFTTy^i5idi^^nT^ 

^ItE^ ^ W^ W^ TTTHft'-Ml, 3miHf 3ffT TtsRtjff, 

WT 3nfq c^ ^nf^, ^I^EiKUj 3ff7 % 3Wr ^ ^ #t I % 

^ ^ ■qftTTf, eftr 3^TEg3Ti %R^/3TfMh3Rf^qjt7^ 

% ^qi^i ^3 ri^ I ;ir^ Tirot ^ ^ 

^iRi<3 3^f^ ^ uif^ifh ^ y^Rid '^m hi #[? i ^wRiifi % 

o!:T^W3f^ fenM^ ^ 1^ ^ 

^ 3ftT ^?T^FTR^ % 3WT ^ oq^^ ^ i ^1%!^ Tfmt H^<^clt ^ ^ 
3Tmpft 4 ^[Tot 3#^- 37^ TTIRf^ Tfef^ ^ | rf^ft WTftrqt 3ftT 

'mf^^] ^ 37filJHMdl ^ ^ ^ TTHfer ^ ^ ^qTTTrft I 

37^^71^^ |^%iqq % 37]^ -q;^ 3^ qq ^I^IMK^l ofit 3T^ft7?T #, 3 m4^ 

r^FlR'^i 37^37t RT 37^ft7?T TTH^firR ^Tlf ^7^ 

TPritETt 3^ Mr cScHl^^l ^ cWirddl 37T^'H^ % fM cRIT 3TrT: 

^T^jER % fM ^ ■gfMcT MtTOcTT ^Rli ^srnM i 

2.2 qqfqcp:- ^ f^PinliJi 3i-^Hl[^a ach'ilct^l ^ 4 fMlT '^Jflt^ ^ 

^ ^ Mr 8 5 -4 MM 37Mt Rtni i 

I 

3. aft? ''^f^miaii'^ aiRv^chHiii 


3.(1) 






[ m II—^ ^3 (i)] 


MM 


5 


i 

ii 

iii 

iv 

V 

vi 

vii 

viii 

ix 

X 

xi 

xii. 

xiii 


3(2) 

i. 

ii. 

iii. 


iv. 




^cIichK^'; 

^ 3ftT TR^ W^y M^IT^ ^ 

^ ^ 304 % % ^); 

304% 

arriciTPmrHBW^; 

(w^ ^!r^l4 TO % ^); 

304% %^); 

(%5, ^ 3%:^ 

^l1^4), 

TRTT%^T^ ij^ %t fl!^fll% ^ ^ ^ 

H%%Tf %^(fjl^nl, <m<i\*\ '27T%i fqi^ici4 «f><^ ^ Mfal5t>Mi ^ «f><^ 

qni 37tT ^ ^ 

tj^ K ' if^ 3fk ^ %?T % f%lW % fenr ^ (jfk 3WT-3WT #ft 3fk 

37m ^FiwH % 5 5 ^ 4ter ^ #ft I 


•33Fp^FT' ^ 



3T^ ^T%t 

3M%ff %t 3T^-37m ?TO?Tr3Tf 


3^ j^icwcriafl % *H4«6; *4^^ % ^ 


^l<^rl|ct)<ut %i 4 Vickirri3Tf ^fictnrlf3Tf %!’ •ii4'4 34 t ^1'^4 % ^H^qn 

i{9k\^\; 

‘i'3|cf5 'wi^d ^fiqnnf 


4^144 %1%^ 20^4ter^ ^ 3Mc^^ ch<Mi 'JiiiJMi I 

fem (^): V | ck1d l 4)Kct^ %t 374^ 3Tmm^11 %%^TT^37t%%37^qT^4^44t%t 
^ 11 V l cWd | chi<ch ' ^ 3 ^ 4 % ^sm i ^ ^ 4 f4i%7FT 34 t 1^7^ 

f^Qqr^ % ^ wt^ ^ 4 ^ FT ^?7^7^ 37?T4hH 

(tj) fcirHHl rTT 37?^ 4 4^ ;?|cKini34 ^ ^744r ^ ^44 ^ 37^ 4^ 

?T ^ T7T34 ^TR oF 44 I ?I^fIrTT34 34 t 4^ V7^fI?TT34 % Mri)cf) RT 3i4n 4 4^^ T^nT^ 

T7iTWTTTf27r%if45r34%4% 4yH4^R4fe^^WiTi 
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3(3) 


■37^^7|Tf % ^ 3nVFT 3t)T TNm % [hhI^I ^ ^ 

PHHrHnsId 

i- i 

ii- 

iii. ^HcRT^ 

iv. ?[f^ I 


j 3ilqli^ql 3^ ?if?a4) ^ ^ 3 m4Im ^ iiijn i 

(’T) ^1 

(^) ^iqn^fT HKa^<^ ^M^srnic=ft%3i^>RRf5^ 

i 

3(4) ^c^^<^l ^1-11, ^ilRiqi 3^7f^TJlhJT >3R^^TFT: 

Pl^-lRlfea 3^mR ■3Mct)'(U| 


i '^’Qtiuj 

ii 

iii 

iv 

V f^rT^ 

vi ^^<ij 

viii ^<^<1 ^ 

ix s>ci'il<j;i< '^ 2 ^chet,i<c+, (lEt?^^-?;^) 

xi ^ 

xii TpT 

xiii ^1 ^hh1 

xiv WJTt#?T 

^^rmRi^WlH'l % 55 ^ 41i< ^ ^ ^C1«T ^»TTtTTTT I W ^ ^ yf?T^ 

^ ^ ^ ^ ferr 3f^T ^ 


^37^^ ^5fT7?jf, ^ 3^^ 37^ ^ ?7«rr 37T^ ^ ^ ^ | 



[ WT n—•^g ^3(i)] 


»TR<T 


7 


3(5) 3T^ ^ 

rHHfafida 3TmR 

iii (?|c|ch/wi4>cH< (^ ^ ^ % ^) I 

iv ^flT^HpFT'PRft^ 

%£rTife^ 

3mnT^^ m %1^20 

1 ^ #gf ^^qr^7fTMr^TJ^#lT! ^ 

2 Mctll¥] '«fel 

TOm 7^^ ?Tif^ T^ ^ftr 7T^ ^ ?n[ ^ 1 

3(6) 3T?P7FT : 

f ^HfaRdri amnr ^fir ^sTirnf): 

i 

ii 

iii 

iv 

V 

vi 

vii 

1 arm 20 3TRTrt 3 ;^ 

^ % "m ^ ^m\ 1 

■q) ^H(;^«sfcf ct7<r'ill ''Iji^MI I 

3(7) ^^H^TcirnnW 3T^qm :- 

f ^fafi l c T 3mTR 3TOR 3ftT "OTcW ^Rlt '^1'^^: 


-wld) 

(WT ^ r«l'»i^1 ^ afe^) 
q^fln/'Fi^'Hl ■q?fk 

fqii^T ^3qqR^ 

’fjdl 3^ c|ld 



11 

iii 
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P|>W^fer ^37^TT^ 

\m ^ (^ 304 I 

^ ^ 3TT^Vil wr ^ I 

^JTcT ^ 1 

tfnf 

I 


fern: 1 
2 
3 


5 i 

6 j 

7 i 


arfWTrr: ^ 





^ 31^ ^ ^ ^ ^ 3^ ^ ^ ^ 


3T<fiaT%Tnm^ 3?^^^ i^^TTqrtinTTnTi 

^ftci -41c| i uj 7ferr^q^| 

^ ^ Bq^w q^^ri ^jmrqt I 


4 ggii^f5ra5iniinm:4.(l). gn4; >j«ra7 qgriM WT ^im 

3^-^ 3tr^ ^ 13qiiPT ^ ^ ^mlti^jl , 

31TO qq Pf^inTO ! 



^ ^ ^ ftroitr^r ^ ?mr %s[er ^ 



[ [I—-^ ^3 (1)] 






9 


2 

3 

4 

5 
6' 


im 3rqT^ ^ ^FT. ^ ^ ^ 

^THf^41 3T^1^ ' R 'W^ W#Rt 

^ 3T^pTi^ I 

f^V<^S R ^ ^ ^ ^RRT, 'STORt ^ M^FTRT ^RRT, 

:3R%Mtn^ ■Rpik^^RRT, WT^3TT^% 

f^i^Vi HH4 ^ % 3T^^ ^TT^, 3flT '^TFlfiT^ ^ ST^Rtlf^ "RT 


^FRRTl 

3?RT^% ^g^FR^FR^i^fRR^ ^^RR[/f4tMir<ri ^FRRT i 

Tiroftl^ ^ RTTO ^^#RrT M<^rd4l ^ 

f5|%rr^RRri 

^ ^?qT^, 3TI^,^R^?RTr-^T?T^^ 


^TqHter^RRT 



wiftRTf ^ ^rfi^ ^^RRT rr«n 3R% <sH<i^ f^ndM ^ "-^^ni i 




4(2) cf#[^: Tprr^ ftpq^ TTTO 
c-mf^ 'cR ?d{^<^m l^^m aq^rf^ ct^fW cb4Wt irt i ^ ^ 

feiH ^ ciH-nld i^TiR 'H^d l^^R ^ 

aq^T r(?qT "SR^R^ % afl^T^ % ^ 4f ^ ^ ^ 2 ^ ^ aq'^^ 

Ft} 


4(3) <rR^: -gq^R^ <bi\yi 

ii g^^^^^^^nf^#RRTRqferT roi;>(4NU| 

iii aHt<^< 

iv 


V 


JJcfv^ Md-^} 



vi rTRT^^ 

vii aqi-H^ 3R^ 


viii vrioi y^idH 

ix 

X aqMci4w!'4t 

xi an W 

xii 

xiii r^Hchlii 

xiv arq^Nfer^^ 

XV ^TFR^ 

xvi aTTFrTT^Rlk^^T^ 

xvii \'^ ^ct^l 4 il<i 141 <i’( 
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xviii 

5. 

5. (1) WT”3^^^Fr5it'?TR^ 

(^1 

(i) | ^TTHfWBTH^4TlT#rr 3fk^f^#TtrI«IT^ilT^pn^ 

^ ^ ^ ^ I 

dlMHH 30 felft^c#mT^ 3 f?to)^ I 

(ii) | (n) ^ cIHI ^TR(w ^ '^l^^ll rR '3'Rtn % W{^ %^ 

’^Hcih ^^Ii I 


(iv: 

(V) 


wifw W<\ ^ ^STPrift, ^ wif ^ ^ afk 3Tqft^HT A ^ 


o 


(^)j MWifl ^ 3flT TJOT ^ ^gSR ^RT# % rM THRlft % cid l fHdl 


I ^ 

2. f+qi W RFT t Rt q^ ^^%rr TPpt qK'T RT RFT RT 

3. R^tT MKql R5T IP^ f%Rr ^sTIRT t rit qiijcftct, 

$qpRI RRIR I 

4. ^ q^chi Minql q?^RT wr 

^ t Rt ^ '^FT ^ Tppt R^ qi<q/q>^<{) Rq^rser -^x^ \ 

5. ynRftPTtqjteRmq^,t^t g-f i - HiY i ct)! 3 # i 

6 . p#Rt^fe^^lcfRTRqgq^R^i^Tt^1^1^3T^i^cprTTJB:^^ | 

7. ■fuqrft % 17o^R> q^R^ % ■RTR 3TPjJ?r R^rI RiT RFT, 3Ri|fff RR RPT R5T feRR RftrT 
teq" RR RlR, 'HfertI Rq4, RR^W/ RRR RJT ^PRR, RRFT Rit fMR RRT RRR 

rlRrqTq^TR^f^c(<iJ( I 


5.(2) R^;^R)tR>^ MiHift - RTqift%TRRRq%fRfR^RRiRRTR^^^ 

RRf^^RRRftRT RTRR?%3T^^#[ I 





[<qpTn— 
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5.(3) ^ wrfw - 'Hinfliiii ^arf ^ ^ ft #ft ^ 

T 1 %?TT IqPi^^ii % 3Tf^ I ^ ^sfqn % 3ia‘ia ^ ft 

^ifer ^ ft ^W ?T21T ^ 3fT^ l %^TT«Tftlol<w| ^ViH 

5.(4) ^Kcbl^^ - w^im q^3?f ^ qitft fi^ ftfH^vi % 

#ft I ’Hiniyqi ^afer % 3Trrt?T q^bf^id, ^ ft fi^ mRc< 6 h ft #ft 

^ 3T^ ?Rf ^^ftrcT I 'tfTqIy<l1 % ^HT^I f^cK^I B’M^cH ^ w 

^ ^ 1 ^ Om^-ict) ^jfNlxf^ff f.qilcilj^ciHl'^cii 'Snf^ ^ % %Tf ftiqr 

^jnqqr 1 

5. (5) itf^^tkTR?Tq^3fif 3^Tn^^;nx?T 

^ ^ f, Ft TROT ^ ?[RT fH'4Ici!U]etj^u| ^jnxxqr aftr 

% 37?TxtcT 3ftT qRd^H fWT xJfTlTqT a^tr ^ ^^qui)' ^ 3T^ ?T^ ^^feRT 7X§T xsi^qr I 
q^ % ^ Tn^cirvjch^ui ^ ■^ftbfiuj 7 %^ ^jnrrTTT 3?fk xsfteFf 7%rT 

qt^^Txrr^ I 

6. ti%?it: 6(1) wfeRqqfef^iTituT: 

(^) i7r^ ^ q^qn aftr ?p??n qft ^ qjt 1 ^ 4 

3q^ % TTT^ qiR%, qR% ^ j^qRxq feqr ^n^nr 1 wnft qq q^pr ^irfecT feqr 
ofmnTTX5T^rrq>f^’3cq!qqitf^% falJ ^HKI q^^^^TcTT %\ 

(xq) 3Ffl^ feqr^ 3?ftT qftpqrq '^Pil?'cia q^Wt qc^q> ^rqq 3 ^ qqifeid % 3cqTq qq 
froqrqq^i 

(q) wfsqqrq^fqqq^^^RftqT 15-20 feifl %qGT dm^n q?: 

rn^wqidl 31TqHt^ qft^fecT I 


6.(2) xqpiqq qq fqqW : 

(i) dFpRxq qj^ qqfq’iOf ^ ^ fezq qftrT ^ qr^ qqfqqq 

qqr^if^ %1^3jqTv{M^qd 3pf^qR3q^q^qm^qTi^ I 

(ii) q^fqfw 'id<<^cqrTl'dHq) #T <qiwq#ft I 

(iii) rFfqiqq % fMqqW q^q q^iNt % 3T!qFit, qfcqqq3fl 3qfq q^i" sftqfq % q^|qiqq 

%q?q!q3r^?TT^^, wfeqT^3TTl^Tr3^k?I^^ iwifqqfq^ 

fqqfqcT ■^qrq qit ^qqqft I 

(iv) 3q^^1 % qrq 'qt qiqM % ?lq% ^ ^mt^, fqxqqi^ qqii^ % afrr 

qrqrftq^'f^^^qqjR^^tf^q^^W 1 

(v) dl«=h<u|^3f^^^^q^Mqqq%3qqHf^ qfeftTrT^qixiqr | 

(vi) q^ aftr aqq xam #t 3fk 

3i?pfrq^^#t I 
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6.(3) 


I I 





6.(4)^. ^^fcirnfe: 

3Ti^HMd: s^ % #t rM 37^^ ^ ^fl'^ddT 3X ^ 3riTO ^ 
^ qRunH 3Tcq1^ r^qi^d W^ ^ ^ 31«rirf % 


6(5) 

j 

(4) ^ rdp T i Wi f^ifw ^ W ^ ^ I ^3T5ik 

^<jt|ui affr^4#t i 


(^) I 

7 . PrhnJT: 3ftT 'HIhM ■cR ^fcl'd^r^cff 3ftT 3TI^[?Wn37f % 

felT «1T^ I ?Trr ^3r^ 1^2RrIT '^PTlftrl ^ I 7%rr T^teF’T, 

?TnX?tnT, I pRI^ ^ 3if^ % H^f^iq^ 3 ^ ^ ^ 31^f^ % 

qfeferlw^nw I 

8. ^f%n^ ^q<l?t* l : afR 50 ^ ^ ^ 


9.31^^^ rnfter: 

fNPTHW^?TT^^ W(60)RRT 

10. T=TR^ «xHHH 

^l l ^M I KUi j f^TTfiT, HifTT 37Tft ^ rsbi||cbdml % rof^)f^ 1^ I 

3n^%i^3q^#RTfe7T I 

j 

11. 3Tf^c^ aaflTTfener: ^^^ttotit \ 

^T[?Ef?T ^ 3#I^, Wlftnif ^ 3#q^, ^ 3^ 3R?T 311^ 

^ 3lt^T^, 3H4 l ^fd , ftr^TOT 3ftT ^ ’it ^\U\^ ^ 3#I^, ^t^iiciH 
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^ ^nn 'i»i*j5^i ^ifncbl % M<?>wl 


[U •^-11014/5/2004-^5tT(*T^'^%^] 


MINISTRY OF HEALTH AND FAMILY WELFARE 
NOTIFICATION 

New Delhi, the 2nd August, 2005 


< 3 .s.R. 521(E).- The following draft of certain rules further to amend the Drugs 

ana asm*.Ral.a. WS.»h»I"*W°“a “powers 
consnIMion w«h lho Drugs r«»"“lBoj* - 

conferred by section 12 and sectio sections for the information of all 

1940), is hereby published that the said draft 

persons »ol, o be a ?erioa ot loay-««e day. 

i?r..irer SrSeT oT£Sa&^ id». .ro„p.«n .. 

published, are made available to the public, 

Any Object,on or suggestions which mav be ^ed fro^^^^^^^^ 
respect to the said draft, before the exW of the p^ 

Nirman Bhawan, New Delhi - 110011. 


draft rules 


1.(1) These rules may be called the Drugs and Cosmetics ( 

Rules. 2005. 


Amendment) 


, 2 , They .hall com. imo lo™ afteryear of fh.ir final publication In th. Official 

Gazette 
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2. In the Dr^gs and Cosmetics Rules, 1945, for Schedule 
Schedule |shall be substituted, namely:- 


M 1, the following 


“SCHEDULE -M 1 
(See Rules 85-E (2) 

Good Manufacturing Practices And Requirements Of Premises, Plant And 
ccjuipiTients Foi Homoeopathic Medicines 


1 . 


genera^. REQUIREMENTS: \(\)_Location and surroundings - The premises shall 
be situated at a clean place which shall not be adjacent to open drains, public lavatory, 
actory producing pollution of any kind garbage dump, slaughter house or any other 
source likefy to cause contamination from the external environments. The premises shall 
be located away from railway lines so that the performance of sensitive electronic 
equipments is not affected by vibrations. There shall be no open drains inside or outside 
he manufacturing premises. It shall be so designed that the entry of rodents is checked 
The drains ^hall facilitate easy flow of the effluent and shall be cleared periodically. 


1(2) Buildi' i 
homoeopati 
other purpc 
same camp i 
places earn- 
manufacture; 
needed, sh^l 
concerned, 
chinks, cr 
windowpanb 


ig: The premises shall not be used for any purpose other than manufacture of 
lie arugs and no part of the manufacturing premises shall be used for any 
se. Other facilities, if needed, could be provided in separate building(s) in the 
iis Crude raw materials, packing materials etc. shall be stored and handled in 
arked for them and shall not be taken inside areas where critical operations of 
“ are done. Heating, washing, drying, packing and labeling etc, wherever 
be done m dedicated ancillary areas adjacent to the manufacturing sections 
jl he walls and floonngs of manufacturing areas shall be smooth and free from 
afcks and crevices and shall be washable. The design of the windows, 

1 * J /I not facilitate 

accumulatiqn/lodgmg of dust and other contaminants. 


(a) Ropms.^ The rooms shall be airy, ventilated, and maintained at 
temperatures, which are moderate and comfortable. Sections, which are 
required to be sterile, air- conditioned and provided with air handling 
systems shall be designed accordingly. All sections shall be free from 
^ insects, birds, rodents, worms etc and suitable measures shall be taken to 
prevent the same from finding ways to the sections and equipments. 


(b) ^ater- The water used for manufacture of drugs shall be of quality as 
pres(|nbed in the rules or in the Homoeopathic Pharmacopoeia concerned, as the 
case may be, and shall be prepared from pure drinkable quality water, free from 
pathogenic organisms. 
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(c) Disposal of waste: Effluents, organic and inorganic wastes shall be disposed of 
in a manner as may be prescribed in the laws pertaining to pollution control, 
and if no such law exists in the place of manufacture, they shall be rendered 
harmless and shall be disposed of in a manner that they are not hazardous to 
the health of the public or cattle or plants, 

(d) Factories Act: The provisions of the Factories Act 1948(Act 63 of 1948} as 

they may apply, shall be adhered to. 

(e) Medical services: All persons concerned with any activity pertaining to 
manufacture of drugs including handling of raw materials, packing materials, 
packing and labeling of drugs etc shall be medically examined for fitness at 
the time of employment and periodically, subsequently and records there of 
shall be maintained. 

(D Safety measures: First-aid facilities shall be provided in suoh a manner that 
they are easily accessible and the staff shall be imparted knowledge and 
training in first-aid measures as may be needed. Fire control equipments in 
suitable numbers shall be provided at easily accessible places near all sections 
including stores; and warehouses. 

(g) Workbenches: Workbenches suitable to the nature and quantum of the work 
involved shall be provided in all sections. Such work benches in general, 
shall have smooth, washable and impervious tops and the parts shall not be 
rough or rusty or damaged otherwise. 


(h) Container management: Proper arrangements shall be made for receiving 
containers, closures and packing materials in secluded areas and for de¬ 
dusting the same, removal of wastes, washing, cleaning and drying. Suitable 
equipments shall be provided as may be needed, considering the nature of 
work involved. Where soaps and detergents are used to wash containers and 
closures used for primary, packing, suitable procedure shall be prescribed and 
adopted for total removal of such materials from the containers and closures. 
Plastic containers which are likely to absorb active principles or which are 
likely to contaminate the contents may not be used. Glass containers used 
shall be of nputral glass. The closures and washers used shall be of inert 
materials which shall not absorb the active principles or contaminate the 
contents or otherwise likely to cause deterioration of quality. The containers, 
closures and packing materials shall protect the properties of the medicines. 
Tablets, if blister-packed, shall have secondary protective packaging to 
protect the medicines from moisture, odour etc. Neutral, glass phials and 
epoxy-coated closures shall be used for eye-drops. Plastic containers may not 
be used for eye-drops. Sterile plastic nozzles may be provided to eye drops, 
separately along with the medicine. 



2. PI. ANT AND EQUIPMENTS: 2,(1) General: The design of the plant shall be suitable for 
the nature and quantum of the activities involved. Equipments shall be installed in such a 
manner as to facilitate easy flow of materials and to check criss-cross movement of the 
personnel. The entry to all manufacturing sections shall be regulated and persons not associated 
with the activities in the sections shall not have access to them. There shall be arrangements for 
persona! cleanliness of workers and toilets. These shall be separate for men and women workers. 
There shall be suitable arrangement, separate for men and women, to change from their outside 
dress and footwear into the factory dress and footwear. Uniforms of suitable colours and fabric 
\vhich facilitate proper w ashing and w hich do not shed fibers or other c ontaminants shall be 
provided. Suitable head-covers and gloves shall be provided to the workers The manufacturing 
premises sh all not be used for dining. There shall be separate area for the personnel to take food, 
or rest. Toilets shall not be located in or adjacent to any of the areas concerned with any 
manufacturing activity. Spitting, smoking, chewing, littering etc in the manufacturing or 
ancillary areas shall not be permitted. Standard operating practices (SOPs) for cleaning and 
sanitation, personal hygiene of the workers, general and specific upkeep of the plant, 
equipments and premises and every activity associated with manufacture of drugs including 
procuremen ;, quarantine, testing and warehousing of materials shall be written and adopted. No 
person with any contagious disease shall be involved in any of the manufacturing activities. 
1 here sliall be proper arrangements for maintenance of the equipments and systems. The 
performance of every equipment and system shall be properly validated and their use shall be 
monitored, pos and don ts in the matter of the use of the plant and equipments as may be 
applicable, ^hall be written and displayed in all places. 

There sliall be separate dedicated areas for each ancillary activity such as receipt, cleaning, 
warehousing and issue of raw materials, packaging materials, containers and closures, finished 
goods etc. yadequate measures shall be taken to prevent entry/presence etc of insects, rodents, 
birds, lizards and other animals in the raw materials handling areas. Every material shall have 
proper identification and control numbers; inventory tags label displaying status of the quality 
etc. There sliall be proper arrangements and SOPs for preventing mix-up of materials at every 
stage of handling. There shall be separate arrangements for handling and warehousing of 
tnaterials of different origins. Materials with odour shall be kept in tightly closed containers and 
other materials shall be well protected from these. Fresh materials and odorous materials shall, 
preferably be stored in separate dedicated areas. Where bonded manufacturing and or 
warehousing facilities are required as per Excise laws, the facilities required shall be provided 
without com|5romise on the requirements specified above. 

A well-pquipped laboratory for quality control/quality assurance of raw materials and 
finished products and for carrying out in-process controls shall be provided. 


2.1 Person\iei - Manufacture of drugs shall be under the control of an approved technical staff 
w'ho shall pojssess the qualification prescribed in Rule 85 E these Rules. 
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Rl< QLIREMENTS OF EQUIPMENTS AND FACILITIES 


.*.{ {} Mother tinctures and mother solutions: 

The following equipments and facilities shall be piovided: 

I Disintegrator; 

li Sieved separator; 

lii Balances, weights and fluid measures, all in metric system; 

Iv Chopping table^oa^d and knives; 

V Macerators with lids (all made of stainless steel of grade 304); 

vi Percolators (all made of stainless steel of grade 304); 

vii Moisture determination apparatus; 

viii Filter press/Sparkler filter (all metal parts shall be of stainless steel); 

lx Mixing Jind Storage vessel s. (Stainless steel of grade 304); 

. X Portable stirrers (Rod. Blades and screws shall be of stainless steel); 

X i W ater still/ water purifier.; 

■ xii Macerators and percolators for preparing mother solutions of materials of 
chemical origin. These shall be of material, which will not react with the 
chemicals, used or which do not leach.; 
xiii Filling and sealing machine; 


The Area and facilities for manufacture of mother tinctures and mother 
solutions shall be separate and shall be 55 square meters for each for basic installations. 

3.(2) Potentisation section- The section shall have the following facilities: 

i. Work benches with washable impervious tops; 

ii. Facilities for orderly storage of different potencies and back-potencies of 
various drugs; 

iii. Suitable devices for measuring and dispensing of potencies/back-potencies 
into the potentisation phials; 

iv. Poteiitiser with counter; 

An area of 20 square meters shall be provided for basic installations. 

Note.(a). The requirement of potentiser is not mandatory. The process may be 
done manually also with proper SOPs. Potentiser, if used, shall be 
properly validated and shall be calibrated every time before 
commencement of work for proper performance. 

(b) Tlie manufacturer shall not use back-potencies procured from else where 
2 ind shall prepare own back-potencies. Every container of potencies and 
back-potencies shall be kept properly labeled and there shall not be 
rnix-up of different medicines and different potencies. 


- 3 




Separate area for preparation of containers and closures shall be 
provided adjacent to the potentisation section. This area shall have the 
jollowing facilities: 

i. Washing tanks with suitable mechanical or hand operated brushes. ‘ 
n. Rinsing tanks. Purified water shall be used for rinsing. 

iii. Closures washing/macerating tanks 

iv. Driers. 

Note:(a) Different droppers shall be used for different medicines and different 
potencies. 

(b) All measures shall be in metric system. Measures used shall be of 
neutral glass. Metal droppers and plastic droppers shall not be used. 


(c) Glass droppers shall not be reused. 

(d) Potentisation shall be done by the method(s) prescribed in the 
Homoeopathic Pharmacopoeia of India. 


"i (A\ T 

1 


ii 

ill 

Iv 

V 

Vi 

Vii 

Viii 

Ix 

X 

Xi 

Xii 

Xiii 

Xiv 


ituraticn, Tableting, Pills and Ginhnias making sections: 


The following basic equipment and facilities shall be provided: 

Triturating Machine 

Disintegrator 

Mass Mixer 

Granulator 

Electrical oven 

Tablets punching Machine 

Kettle(sieam or electrically heated) for prep^ng solutions 
Driers for drying granules and tablets 
Sieved separator (stainless steel) 

Tablet counter 
Balances 

Coating Pan with spray-gun 

Multi-sifter 

Mill with perforations 


An area of 55 square meter shall be provided for basic installations. The area 
shall be suitably divided and cubicalised to minimize cross contamination, mix-up 

ClL t * ' ■ 


Note ; The section shall be free from insects, worms, rodents dust and other 
floating particles and moisture. 





1 Mixing and storage tanks, (stainless steel of grade 304) 

ii Portable stirrer (rod. blades and screws shall be of 

stainless steel) 

jji Filter press/Sparkler filter (all metal parts shall be of 

stainless steel) 

iv Filling and sealing machine. 

pH metre 


An area of 20 square meters shall be provided for basic installations. 
The section shall be free from dust and other floating particles, 
cobwebs, flies, ants and other insects, birds, lizards and rodents. 

Note: 

1. Adequate number of workbenches shall be provided. 

2. Visual inspection table shall be provided. This shall comprise of a 
colour contrast background with lamp for providing diffused light, 
mounted on a suitable table. 

3.(6 (Ointments and lotions section: 

The following basic equipment and facilities shall be provided: 

i Mixing tanks (Stainless steel) 

ii Kettle (steam or electrically heated) for preparing solutions 

iii Suitable powder/planetary Mixer 

iv Ointment mill/colloidal Mill/Emulsifier 

V Filling and sealing machine/Crimping machine 

vi Filtering equipment. 

vii Balance and weights 

1. A minimum area of 20 square meters shall be provided for basic 

installations. An ancillary area for washing vessels and equipments shall 
be provided. An ancillary area for heating purposes shall also be 
provided. 

3.(7) Ophthalmic preparations section: 

The following basic equipments and facilities shall be provided: 

I Hot air oven, electrically heated, with thermostatic control 
Ii Laminar Air Flow bench 

Iii Air Handling Unit with HEP A filters to provide filtered air and 
positive pressure to the section and air-locks 
Iv Ointment mill/colloidal Mill 
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Mixing and storage tanks. (Stainless steel of grade 304) 
Pressure vessels, as may be needed, 

Sintered glass funnels, Seitz Filter/ Filter candle 
Vacuum pump 

Filling machines for liquids ointments etc. 

Autoclaves with pressure and temperature gauges. 
Necessary workbenches, visual inspection bench etc 


[PartII—Sec. 3d)| 


Area: Minimum area of 20 square meters shall be provided for basic installations 

Note: 1.The section shall have clean room facility preferably of Class 100 
Specification. 

2. The section shall be air>conditioned and humidity controlled. 

3. Entry to the sections shall be regulated through air-locks with differential 
air pressures with the air-lock adjacent to the section having higher 

I pressure and the first one through which entry is made with the least 
j pressure. 

j 4. Materials shall be passed to the sections through suitable hatches. 

! 5. The personnel shall wear sterile clothing including headgear, which shall 
I not shed fibre, 

I 6, Washing of phials shall be done in separate areas with proper equipments. 

Proper facilities shall be provided in the area for washing vessels. 

; 7. Separate area shall be provided for packing and labeling. 


t, K control DIVISI0N:4.(1). A separate quality control division 

shall be provided m the premises. The section shall be under the control of an approved 
tohmcal staff, independent of the manufacturing division and directly responsible to the 
anagemert. The section shall be responsible for ensuring the quality of all raw 
matenals packing materials and finished goods. The section shall carry out in-process 
qua ily checks of the products also. The section shall be responsible for the stability of 
the products and for prescribing their shelf life wherever applicable. 

The flinctions of the division shall include: , 


To test the identity, quality and purity of the raw materials and to 
recornmend rejection of the material of poor quality and approve 
materials of the prescribed quality only. 

To test the identity, quality and purity of the finished products and 
to recommend rejection of the material of poor quality and 
approve materials of the prescribed quality only. 

To prepare and validate the methods of analysis, validate the 

equipments, monitor their use, take steps for proper maintenance 
etc. 

To approve or reject containers, closures and packaging materials 
in accordance with the prescribed norms. 

To exercise/carry out in-process control of products. 

To prescribe SOPs on all matters concerning quality of materials 
and products. 
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7. 


To monitor the storage and handling of raw materials, linished 
products, containers, closures and packaging materials. 

To investigate into complaints on quality of products and 
take/recommend appropriate measures; to examine returned goods 
and recommend their proper disposal 


4.(2) Personnel- The quality control staff shall be full-time personnel. Arralysis 
and tests of drugs, raw materials etc shall be done by approved technical staff. 
The technical 'staff shall have the minimum qualification of degree m 
Homoeopathy Pharmacy or Science with Chemistry or Botany as the principal 
subject and experience of not less than two years in the test and analysis ot 
medicines including handling of instruments. 


4.(3 )Equipments.- The following equipments shall be provided: 


i Binocular compound microscope with colour monitor and Overhead 

automatic camera. 

li Dissecting microscope with Overhead automatic camera. 

lii TLC apparatus 

Iv UV lamp viewer 

V Monopan Digital Electronic Balance 

vi Hot air oven 

vii Distillation apparatus 

vii Water Bath 

lx Polarimeter 

X Refractometer 

Xi Melting point apparatus 

Xi PH meter 

Magnetic stirrer 
Xi Table Centrifuge 

X\ Muffle furnace 

Xvi Moisture determination apparatus 

Xvii U.V. Spectrophotometer 
Xviii Rotary microtome 


5. RAW MATERIALS: 

5.(D Raw materials of Plant Origin: 

(a) The raw materials of plant origin used for manufacture of drugs shall be ot 
the following specifications: 

(i) The materials shall be those recently collected and dried and shall 
be free from moisture or to eliminate the risk of deterioration and 
infestation with pests moulds etc. The materials shall not be those 
collected when the atmospheric temperature w^as more than 30 L . 




(ii) (b)When fresh materials are to be used, the time lapse from the time 
I of collection to use shall be minimum. 

i 

I (iii) The materials shall be free from parasites, moulds etc and shall be 
of healthy plants. 

; (iv) The materials shall be free of inorganic or organic foreign matter. 

(v) When dry materials are procured, they shall be of healthy plants and 
I shall be in un-proeessed form, free from all extraneous matters 

I such as fungus, insects, moulds, pathogenic organisms etc and 

should not be more than six months old. Plant materials of 
I Agaricaceae, which are perishable fast, shall be used within one 

! week of collection. 

j 

I (b) To facilitate proper identification and purity of the material and 
I exercise proper quality control of the material, the following 

conditions must be satisfied: 

1. A small twig of the plant with leaves shall be available if the part 
used is bark, 

2. An entire plant or part or aerial twig with leaves and some uncut 

: roots/rhizomes/T)ulbs shall be available if the part used is root 

/rhizomes/bulbs. 

I 

3. If plants with flowers are to be used, a few dry flowers shall also be 

i available with the aerial twig, 

' 4. If the material used is a mould or of the plant families Agaricacaea, 

Polyporaceae/ amanitacaea/ Boletaceae/ Russulaceae, a whole 
specimen plant/mould shall be available in properly dried form. 

5. The materials shall be free from insecticides, fungicides etc. 

6. The materials shall be i n o pen m esh b ags o r i n s uitable m aterial, 
which permit passage of air inside, 

7. Each consignment of the material shall be accompanied by a 
statement of the supplier’s name; name of the plant with description 

; of the part supplied; the pharmacopoeial reference, place of 

, collectiorv'harvest, date and time of collection and packaging and 

I weigh 

5j(2) Raw material of Chemical origin.- statements of their specification shall 
I accompany the materials. They shall be of respective pharmacopoeial 
' standards. 

5.(3) Raw materials of animal origin.- The materials shall be those collected 

i from healthy animals and shall be of pharmacopoeial specifications. The 

materials shall be those collected, packed and transported under proper 
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hygienic conditions and well protected from all contaminations. The 
materials shall be accompanied by statements as in para *a’ above. In case 
of drugs derives from whole insect, bulk of such drugs along with some 
uncut whole insect be provided/ maintained for records. 

5.(4) Sarcodes.-The materials shall be those collected from healthy animals and 
shall be of pharmacopoeial specification. The materials shall be those 
collected, packed and transported under proper hygienic conditions and 
well protected from all contaminations. The materials shall be 
accompanied by statements as in the para ‘A’ above. The materials shall 
be tested for freedom from pathogenic organisms such as E.Coli, 
Salmonella etc. 

5.(5)Nasodes.- These shall be of pharmacopoeial specifications. As these are 
derived from diseased animals or human beings, they shall be autoclaved 
immediately after collection and preserved and transported under proper 
hygienic conditions and well protected from all contaminations. Before use, 
these shall be sterilized by autoclaving and shall comply with the test for 
sterility as specified in the Homeopathic Pharmacopoeia. 


6. PROCEDURES: 6. (1). Manufacture of Mother tinctures: 

(a) Every material shall be identified and checked for its purity. They shall be 
cleaned and processed by cutting, chopping etc for use in 
macerators/percolators. A specimen of the material shall be preserved till 
approval of the product for release for sale. 

(b) The design and procedures adopted shall ensure reproduction of the product of 
the same quality every time. 


(c) Mother tinctures shall be preserved in tight closed neutral containers at 
temperatures between 15 - 20*^0, protected from light. 


6.(2) Manufacture of Attenuations; 

(i) . Attenuations shall be prepared in clean environments. Clean 
room environment with filtered air and positive pressure inside 
suitable to the operations shall be provided. 

(ii) The methods used shall be reproducible and shall be validated. 

(iii) The containers, mbings etc of the machines used for 
manufacture of attSiafrons shall be thoroughly washed, cleaned 
and dried after attenuation of a dmg. Regular checks shall be 
carried out on the materials.. 
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.f' 

I (iv)The parts of the equipment that come into coniaci wuh me 

j attenuation materials shall be of neutral quality and shall not cause 

any contamination to the material. 

(ii) Attenuations shall be preserved in properly labeled glass 
containers. 

(v) Alcohol and other vehicles used shall be of Homeopathic 
pharmacopoeia specification and shall be free from impurities. 

I 

6. (^) Triturations; 

Trituration technique is used to manufacture drugs from insoluble 
i strains. The procedure/method specified in the Homeopathic 

pharmacopoeia shall be adopted. 

i 

6. (4| D.Formulations: 

\ 

Compound formulations shall preferably in liquid forms and the potency 
of the ingredients shall not exceed 3X should be detectable quantity 
except in case of highly poisonous material & toxins eg. KCN which 
should not be below 6X. The ingredients shall be compatible to each 
other. Complete pharmacopoeial name of each ingradient shall be printed 
i on the label along with composition. 

! 

6.(5)| E.Medicated Insert pellets: 

(a) Pellets shall be manufactured in clean rooms free from particulate 
contaminants. The equipments used shall enable prevention of 
contamination and cross*contamination. 

(b) The procedures shall be validated. 

7. L.ABOljtATORY CONTROLS: Tests as per the pharmacopoeia and requirements shall 
be carried out on products and materials. The stability of the products shall be established 
by propjer methods. Sterility tests, wherever applicable, shall be carried out. Control 
sampled shall be preserved for not less than three years after the last sales. 


8. PACKljNG AND LABELING: A minimum area of 50 square meter shall be provided 
for pacl^ing and labeling section. 




9. EXPIRlVDATE: 

fjol exceeding sixty (60) months from the date of manufacture 


I 
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10. STANDARD OPER.\TING PRACTICES: Standard Operating Practices 
(SOPs) shall be developed for various activities such as receipt, identification, 
cleaning, drying, warehousing, issue, handling, sampling etc of all materials. 
Labels and packing materials shall be examined for correctness and compliance 
with rules. Records shall be maintained for their printing, use, destruction etc. 

ill. RECORDS AND RJiGISTERS: Records shall be maintained for all the 
activities. These shall include record of production, record of raw materials, 
records of testing, records of sales and other supplies, records of rejection, 
complaints and actions taken, SOPs and records in respect of compliance thereof, 
log books of equipments, master formula records, records of medical examination 
and fitness of personnel etc. All records shall be maintained for a period upto one 
year after the expiry of a batch or for five years whichever is more. 
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